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DETAILED ACTION 

1 . This office action is in response to amendment filed 6/1 8/1 0. As directed claims 

1 . 38, and 46 have been amended, claims 32-37 have been cancelled and no claims 
have been added. Therefore this application has claims 1-31 and 28-54 pending. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-18, 20-24, 26 31 -54 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Berthon-Jones (6,123,071) in view of Ming (443,191) and further in 
view of Lee (4,915,105). 

4. Regarding claim 1 , Berthon-Jones discloses a breathing arrangement for use 
between a patient and a structure to deliver gas to a patient, a CPAP device (column 2, 
lines 31-32), the breathing arrangement comprising; a patient interface including a 
mouth covering assembly including a flexible cushion (46) structured to sealing engage 
around an exterior of a patient's mouth in use (column 4, lines 41-48), a nose assembly 
(fig. 2, around #44) sealing engaging with a the nasal passages of a patient (column 6, 
lines 24-26), and a flexible element (64) connecting the mouth covering assembly and 
the nose assembly (column 6, lines 44-45; column 7, lines 18-20); one inlet conduit (50) 
to deliver breathable gas into the nose assembly (fig. 3a); and a headgear assembly 
connected to the mouth covering assembly or nose assembly (column 5, lines 4-8), 
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which is inherently removable. Berthon-Jones does not teach the nose assembly being 
a nozzle assembly including a pair of nozzles structured to sealingly engage within 
nasal passages of a patient's nose. Illing teaches a breathing arrangement with a 
mouth covering (fig. 3) as well as a nozzle assembly including a pair of nozzles (fig. 3) 
structured to sealingly engage within nasal passages of a patient's nose. It would have 
been obvious to one of ordinary skill in the art at the time of the invention to replace the 
nose assembly of Berthon-Jones with nozzles as taught by Illing in order to provide the 
advantage of less skin contact and irritation around the nose. Further Berthon-Jones 
discloses the used of a head gear assembly (coulumn 5, lines 4-8) but does not 
disclose the headgear assembly being attached to one of the mouth covering assembly 
and the nozzle assembly and in use following two vectors to maintain the breathing 
arrangement in a sealed position. Lee teaches a headgear assembly that is connected 
in a removable way (fig. 1) to a breathing arrangement that is use follows two vectors to 
maintain the breathing arrangement in a seal position on the patient's face. It would 
have been obvious to one of ordinary skill in the art at the time of the invention to 
provide the breathing arrangement of Berthon-Jones and Illing with a headgear 
assembly as taught by Lee in order to provide the advantage of a more secure fit. 
5. Regarding claim 2, the combination of Berthon-Jones, Illing and Lee teach the 
claimed invention wherein Berthon-Jones teaches a first chamber (54) formed by the 
mouth covering a second chamber (52) formed by the nose assembly, analogous to the 
nozzle assembly of Thornton. 
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6. Regarding claim 3, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the flexible element (64) being a 
conduit that allows gas to pass between the first and second chamber (fig. 4b) (column 

7, lines 8-10). 

7. Regarding claim 4, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein llling teaches the nozzle assembly connected to an air inlet 
conduit (fig 1). 

8. Regarding claim 5, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the mouth covering adapted to 
connected to an inlet conduit (50) to deliver breathable gas to the patients mouth (fig. 
4b). 

9. Regarding claim 6, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the mouth chamber (54) and the 
nose chamber (52) being fluidly connected by a duct and this forming a single chamber 
(fig. 4b). 

10. Regarding claim 7, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the structure to be integrally formed 
as a one piece structure (column 6, lines 35-39). 

1 1 . Regarding claim 8, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the cushion (46) having a face 
contacting portion (fig. 4a, around #46) and a non face contacting portion (fig. 4a, 
around #56) removably attached to a rigid frame (42). 
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12. Regarding claim 9, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the sides of the cushion partially 
collapsing (column 4, lines 62-67), and thus considered to be a gusset portion. 

13. Regarding claim 10, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the cushion having a side wall (fig. 
4b), a rim extending from the side wall (fig. 4b), and a membrane surrounding the rim 
(fig. 4b). 

14. Regarding claim 1 1 , the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein llling teaches the nozzle being mounted upon a side wall of 
the mouth covering (fig. 3). 

15. Regarding claim 12, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein llling teaches the nozzle being angled with respect to the side 
wall (fig. 3). 

16. Regarding claim 1 3, the combination of -Jones, llling and Lee teach the claimed 
invention wherein Berthon-Jones teaches the inner edge of the membrane forming an 
aperture have a general oval shape (fig. 2, around #56 and #54). 

17. Regarding claim 14, the combination of -Jones, llling and Lee teach the claimed 
invention wherein Berthon-Jones teaches the mouth cushion having an arcuate 
protruding portion along the upper and lower edge, in that it is curved and the ends 
protrude more than the center (column 4, lines 25-27)(fig. 1c). 
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18. Regarding claim 15, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the rim being provided on lateral 
sides of the side walls of the cushion (fig. 2). 

19. Regarding claim 16, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the membrane being thinner than the 
rim (fig. 4b)(column 4, lines 61-67). 

20. Regarding claim 17, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Lee teaches the headgear assembly routed around the top of 
the patient's ears (fig. 1 ). 

21 . Regarding claim 18, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Lee teaches the headgear assembly being able to be rotated 
with respect to the patient interface so as to adjust a position of the headgear assembly 
with respect to the patient in use, without detaching the headgear assembly and the 
patient interface in that the headgear assembly includes d-rings that the straps of the 
headgear assembly could be rotated about (fig. 1). 

22. Regarding claim 20, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the patient interface having a frame 
(48) with an inlet conduit (50) coupled at one end of it (fig. 3a) and an anti-asphyxia 
valve (56) coupled at the opposite side (fig. 3a). 

23. Regarding claim 21 , the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the device wherein the nose 
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assembly, analogous to the nozzle assembly taught by Thornton, in not in fluid 
communication with the mouth cushion (column 6, lines 13-15). 

24. Regarding claim 22, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the body contacting portions to be 
made of silicone rubber (column 4,61-62), which could be considered to be a gel-like 
material. 

25. Regarding claim 23, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the nose assembly, and thus the 
nozzles being formed separately from the cushion. 

26. Regarding claim 24, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the frame having corrugations (30) 
(fig. 4a) that would add flexibility to the frame. 

27. Regarding claim 26, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein the llling teaches the nozzles being mount within rounded 
recesses (fig. 1) (page 1, lines 78-81). 

28. Regarding claim 31 , the combination of Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the cushion (46) having a boomerang 
shape (fig. 2). 

29. Regarding claim 38-45, the combination of Berthon-Jones, llling and Lee teach 
the claimed invention above, further wherein Berthon-Jones teaches the membrane 
having a substantially flat profile (fig. 2). 
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30. Regarding claims 46-54, the combination Berthon-Jones, llling and Lee teach the 
claimed invention wherein Berthon-Jones teaches the side wall of the cushion (46) 
being mounted in a removable manner to the frame (fig. 4b). 

31 . Claims 1 9, 25 and 27-30 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over over Berthon-Jones (6,123,071), llling (443,191) and Lee (4,915,105) 
as applied to claim 1 above, and further in view of Trimble (4,782,832). 

32. Regarding claim 19, the combination of Berthon-Jones, llling and Lee teach the 
claimed invention except for the specific structure of the headgear assembly including a 
snap fit. Trimble teaches a breathing arrangement with a headgear assembly (24) (fig. 

1) that is connected to the patient interface using clips and Velcro (column 6, lines 60- 
68, column 7, lines 1-2), analogous to a snap fit. It would have been obvious to one of 
ordinary skill in the art at the time of the invention to provide the device of Berthon- 
Jones, llling and Lee with the snap fit apparatus present in the headgear as taught by 
Trimble in order to provide the add vantage easily being able to put on the breathing 
arrangement. 

33. Regarding claims 25 and 27-30, the combination of Berthon-Jones, llling and Lee 
teach the claimed invention except for the nozzles having a concertina configuration, a 
varying conduit cross section, gusset portion, a surrounding thin membrane and nozzle 
support element. Trimble teaches a nozzle assembly wherein the nozzles including a 
concertina configuration (fig. 2), a varying conduit cross section (fig. 3), gusset portion 
(fig. 2 and 3), a surrounding thin membrane (fig 3) and nozzle support element (34) (fig. 

2) . It would have been obvious to one of ordinary skill in the art at the time of the 
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invention to modify the nozzles of Berthon-Jones, Wing and Lee with the nozzle 
configuration as taught by Trimble in order to provide the add vantage a better sealing 
nozzle assembly. 

Response to Arguments 

34. Applicant's arguments with respect to claims 1-31 and 38-54 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

35. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTOPHER BLIZZARD whose telephone number is 
(571)270-7138. The examiner can normally be reached on Monday-Friday, 9am-5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 )272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/ Christopher Blizzard/ 
Examiner, Art Unit 3771 



/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



